Appl. No. JO/099,738 

Amendment dated May 6, 2003 

Reply to Office Action of November 6, 2002 

Remarks and Arguments 

Claim Objections 

Applicants correct the typographic error in claim 26 noted by the Examiner in the 
Amendments section of this Action. 

Claim Rejections-35 USC §102 

The Examiner rejected claims 1-16, 23, and 26-31 imder 35 U.S.C. 102(e) 
as anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over 
Aoyagi et al. (5,952,202). The rejection is respectfully traversed. 

The Examiner states, inter alia, that Aoyagi "disclose a method and kit 
for quantitating nucleic acid amplification of control DNA in the presence of, and 
concurrently with, nucleic acid amplification of known and unknown target 
DNA." However, Aoyagi does not teach the following element of claim 1 of the 
instant application, "wherein the forward primer and the detectable probe are 
separated by 0 to 5 nucleotides when hybridized to the external control 
polynucleotide, or its complement, and the reverse primer and the detectable 
probe are separated by 0 to 5 nucleotides when hybridized to the external control 
polynucleotide, or its complement." Since Aoyagi fails to teach this limitation, 
Aoyagi is not an appropriate 102(e) reference. Further, one of ordinary skill in 
the art would not have been motivated to construct the kit comprising an extemal 
control polynucleotide as claimed, since there is no express or implied suggestion 
to make this modification. Given the novelty of claim 1, claims 2-16, 23, and 26- 
31, must also be novel. Applicant respectfully requests withdrawal of the 
rejection. 



Claim Rejections-35 USC §103 

The Examiner rejects claims 24-25 under 103(a) over Aoyagi, stating inter alia 
that "it would have been prima facie obvious for one of ordinary skill in the art to include 
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one more control polynucleotide in the kit for easier performing the method." The 
rejection is respectfully traversed. 

Aoyagi does not teach the following element of claim 1 of the instant application, 
"wherein the forward primer and the detectable probe are separated by 0 to 5 nucleotides 
when hybridized to the external control polynucleotide, or its complement, and the 
reverse primer and the detectable probe are separated by 0 to 5 nucleotides when 
hybridized to the external control polynucleotide, or its complement." Further, one of 
ordinary skill in the art would not have been motivated to construct the kit comprising an 
external control polynucleotide as claimed, since there is no express or implied 
suggestion to make this modification. Since Aoyagi fails to teach or suggest this 
limitation, the rejection should be withdrawn. 

Examiner rejected claims 18-21 under 103(a) over Aoyagi as applied to claims 1- 
16, 23, and 26-31 above, and further in view of Kutyavin et al. (5,801,155), stating inter 
alia that "it would have been prima facie obvious for one of ordinary skill in the art to 
construct a kit including a minor groove binding molecules [sic] as claimed." The 
rejection is respectfully traversed. 

Neither Aoyagi nor Kutyavin, alone or in combination, teach the following 
element of claim 1 of the instant application, "wherein the forward primer and the 
detectable probe are separated by 0 to 5 nucleotides when hybridized to the extemal 
control polynucleotide, or its complement, and the reverse primer and the detectable 
probe are separated by 0 to 5 nucleotides when hybridized to the extemal control 
polynucleotide, or its complement." Since neither Aoyagi nor Kutyavin, alone or in 
combination, teach this limitation, these references do not warrant an appropriate 103(a) 
rejection. Further, one of ordinary skill in the art would not have been motivated to 
construct the kit comprising an extemal control polynucleotide as claimed, since there is 
no express or implied suggestion to make this modification. Therefore, Applicant 
respectfully requests withdrawal of the rejection of dependent claims 18-21. 
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Examiner rejected claim 17 under 103(a) over Aoyagi as applied to claims 1-16, 

23, and 26-31 above, and further in view of Livak et al. (5,538,848) stating inter alia that 

"it would have been prima facie obvious for one of ordinary skill in the art to construct a 

kit including a quencher which is non-fluorescence as needed as claimed." The rejection 

is respectfully traversed. 

Neither Aoyagi nor Kutyavin, alone or in combination, teach the following 
element of claim 1 of the instant application, "wherein the forward primer and the 
detectable probe are separated by 0 to 5 nucleotides when hybridized to the external 
control polynucleotide, or its complement, and the reverse primer and the detectable 
probe are separated by 0 to 5 nucleotides when hybridized to the external control 
polynucleotide, or its complement." Since neither Aoyagi nor Livak, alone or in 
combination, teach this limitation, these references do not warrant an appropriate 103(a) 
rejection. Further, one of ordinary skill in the art would not have been motivated to 
construct the kit comprising an external control polynucleotide as claimed, since there is 
no express or implied suggestion to make this modification. Therefore, Applicant 
respectfully requests withdrawal of the rejection of dependent claim 17. 

Examiner rejected claim 22 under 103(a) over Aoyagi as applied to claims 1-16, 
23, and 26-31 above, and further in view of Williams et al. (6,232,075) stating inter alia 
that "it would have been prima facie obvious for one of ordinary skill in the art at the 
time of the instant invention to include the nucleotide 5 '-triphosphates comprising a 
fluorescent dye in the kit as claimed." The rejection is respectfully traversed. 

Neither Aoyagi nor Williams, alone or in combination, teach the following 
element of claim 1 of the instant application, "wherein the forward primer and the 
detectable probe are separated by 0 to 5 nucleotides when hybridized to the external 
control polynucleotide, or its complement, and the reverse primer and the detectable 
probe are separated by 0 to 5 nucleotides when hybridized to the external control 
polynucleotide, or its complement." Since neither Aoyagi nor Williams, alone or in 
combination, teach this limitation, these references do not warrant an appropriate 103(a) 
rejection. Further, one of ordinary skill in the art would not have been motivated to 
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